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NAM'E OF DEVICE

Trade Name: Reliant 1 ,aser 1I1System and Ace ssories_ 'raxel SR
L~aser System)~

Cotnrnon Name: Laser Surgical instrnment

Regulation Number 878.4810
Product code: GEX.

Device Panel: General Surgery/Restorative Dces

Dcvice Classification: Class ' i

PREDICATE DEVICES

Name: Reliant Laser System 1I
510(k) #: K040617

Name: Reliant Laser System
510(k) #: K031795

Name: Lumnnis UltraPulse Encore
Carbon Dioxide Surgical Laser

and Delivery Device Accessories
5 10(k) II: K022060
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DEVICE DESCRIPTION

The Reliant L.aser System It consists ol'a set of fiber lasers, controlled y an embedded

processor, to be used in dematology. The laser system uses scatning id focusing optics
to deliver at patticin of thrmal energy to the cpiderniis and uipper dermii Device

accessories include tip attachments and prv-treat-ent solution.

INDICATION FOR USE STATEMENT

The Reliant Laser System II is intended for Use in:

D)ermatological procedures requiring the coagulation of sofl tissue;

Treatment of periorbital wrinkles;

I'hotocoagulation of pimnentcd lesions, such as, but not limited to lentig s (age spots),

solar lcntigos (sun spots) and dyschromia;
Skin resurtacing procedures.

SUJBS T ANT'IAL EQUIVALENCE COMPARISON

Technological Characteristics

flcre has bccn no change to the Reliant Technologics Laser System TI. ic system is
identical to the Reliant Technologies 5 10(k)s cleared under 5 10(k) K031 95 and
K04061 7.

4ndications for Usc

Sabstantial equivalence for the Reliant Laser II System is supported by .h predicate
devices listed in this submission, which have identical or similar indicatith statements.

Clinical Pecrformnance Data

..1inical analysis was conducte( on Non-Significant Risk and IDE Reliant studies to
'apport the change in. the language in the idlications fRr use statement. S fficient safety
nd efficacy (lata has been gathered to determine that the Reliant La.scri 'ystem
crtorms as chnically intended and that no new issues of safety and efiect eness are
trroduced.
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CONCLUSSTON

Based onl thle designl, naterialjs, funiction, in tended use and dlir jeW eval tation, the Reliant

1Laser 11 Systern -and Accessones is substantially equivalent to the devi es C curntly

marketed under the Federal Food, PrIg and Cosmetic Act, Safety and ffectiveness are

r-easonab*~ly assnI-ed, jus~tifying 51.0(k) cearace' Nochanges are being nade in thedlaser

or accessories The tcChlical. mechanical, pcrformance, and cluctrical 'rforinance data

submitted in the Relianlt Tchn~ologics cleared 51 0(k)s a re valid, and uin ffkected by this

chiange in labeling.



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

MA ] 0 2005

Ms. Heather Tanner
Clinical Research/Regulatory Affairs Manager
Reliant Technologies, Inc.
260 Sheridan Avenue, Suite 309
Palo Alto, California 94306

Re: K042319
Trade/Device Name: Reliant Laser System It and Accessories (Fraxel SR Laser System)

Regulation Number: 21 CFR 878.4810
Regulation Name: Laser surgical instrument for use in general and

plastic surgery and in dermatology

Regulatory Class: It
Product Code: GEX
Dated: December 7. 2004
Received: December 10. 2004

Dear Ms. Tanner:

We have reviewed your Section 510(k) premarket notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the indications

for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions ofthe Federal Food, Drug,

and Csmctic Act (Act) that do not require approval of a premarket approval application (INMA).

You may, therefore, market the device. subject to the general controls provisions of the Act. I hc

general controls provisions of the Act include requirements for annual registration. listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration.

If your device is classified (see above) into either class II (Special Controls) or class Ill (PNMA). it

may be subject to such additional controls. Existing major regulations affecting your device can

be fbund in the Code of Federal Regulations. Title 21, Parts 800 to 898. In addition. FDA iay

publish further announcements concerning your device in the Federal Registr.

Please be advised that FDA's issuance of a substantial equivalence determination does not uIllean

that FDA has made a determination that your device complies with other reqiCUh'c mCnts of the \Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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This letter will allow you to begin marketing your device as described in your Section 510(k)

premarket notification. The FDA finding of substantial equivalence of your device to a legally

marketed predicate device results in a classification for your device and thus, permits your device

to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 ), please

contact the Office of Compliance at (240) 276-0115. Also, please note the regulation entitled,

"Misbranding by reference to premarket notification" (21 CFR Part 807.97). You may obtain

other general information on your responsibilities under the Act from the Division of Small

Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or

(301) 443-6597 or at its Internet address http://wwwvv_.fda__ zov/cdrhndustry/su rt/mdex.htrl.

Sincerely yours.

Mirian C. Provost, Ph.D.
/Acting Director

Division of (encalI Restoratlvc

and Neurological Devices

Off-ice of Device Evaluation
Center for I)evices and Radiological 1 lealth

Enclosure



Indications for Use

10(k) Number (if known): K042319

evice Name: Reliant Laser System II and Accessories (Fraxel FR Laser stem

I dications For Use:

"The Reliant Laser System II is intended for use in:

Dermatological procedures requiring the coagulation of soft ti sue;

Treatment of periorbital wrinkles;

Photocoagulation of pigmented lesions, such as, but not limit d to lentigos (age
spots), solar lentigos (sun spots) and dyschromia;

Skin resurfacing procedures."

Pi ascription Use - __ AND/OR Over-The-Coun er Use
(P Ar 21 CFR 801 Subpart DV (21 CFR 807 Sub art C)

I-LEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON AN THER PAGE IF
N IEDED)

Concurr nce ofpCTH, Office of Device Evaluation (0OIE)

(Division Sig-Offi)
Division of General, Restorative.
and Neurological Devices

510(k) Number_ ___o__ _I_


